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DETAILED ACTION 

Claim Rejections - 35 USC § 112 

1. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctiy 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 3-18 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 3 is vague and indefinite because it appears to use improper Markush 
language. The members of a Markush group must be functionally equivalent 
alternatives. In the instant case, it does not appear that nitrocellulose and glass fibers 
are functionally equivalent to liquid non-absorptive materials since nitrocellulose and 
glass fibers are generally considered absorbent materials. 

Claim 3 is also vague because it is unclear if the liquid-flowing layer and the base 
member are made of the same material or if they are one and the same. 

Claims 4-7 and 14-17 do not further limit claim 1 because they do not recite 
positive limitations to the assay device of claim 1. Claim 4, for example, recite 
limitation of the assay liquid sample which cannot be part of the device because assay 
samples are not normally collected until the time of the assay and even then, the final 
assay device product do not contain a liquid sample. 
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Claim 9 is vague and indefinite because it lacks antecedent support in the 
specification as originally filed. The specification at paragraph [0020] discloses only 2 
"headrests" located at opposite ends of the sheet. The specification does not support 
the recitation of "a plurality" which could be more than 2. 



Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the marmer in which the invention was made. 

4. Claims 1-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over Robinson 
et al (US 5,726,064) in view of The Millipore Guide to Developing Test Strip. 

Robinson discloses the invention substantially as claimed. Robinson teaches a 
waveguide comprising two plates of transparent material such as glass, separated by a 
narrow gap or cavity. One plate acts as an optical waveguide and carries an 
immobilized reagent appropriate to the test to be carried out. The other transparent 
plate can carry on its surface remote from the cavity a layer of light-absorbing or 
opaque material. The device can be used in a competitive or sandwich immunoassay. 
See colunm 8, line 64 through column 9, line 60. The transparent plates can be made of 
plastic material, quartz, similar or glass and are fixed together in parallel relationship. 
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less than 1 mm apart, preferably 0.1 mm, by means of bonding tracks of suitable 
adhesive. See column 20, lines 44-57. Robinson discloses glass microspheres of about 
100 microns are placed in a pattern defining the long edges of one transparent plate, a 
sheet of glass is then placed over the waveguide, and a vacuum applied to the laminate. 
As a result, the plates are glued together and the microspheres defining a gap of 100 
microns. See column 30, lines 10-25. 

Robinson differs from the instant invention in failing to teach a base member. 

The Millipore Guide discloses, in general, means for making test strip. Millipore 
teaches backing the test strip to provide added strength as well as other advantages. 
See page 13-16. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to add a backing member such as taught by the Millipore Guide to 
the waveguide of Robinson for the advantages of an increase in tensile strength leading 
to easy of handling. A skilled artisan would have been motivated to applying a base, or 
backing member to provide a support structure to the device of Robinson because such 
backing is well known in the art. 

Conclusion 

5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bao-Thuy L. Nguyen whose telephone number is (571) 
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272-0824. The examiner can normally be reached on Tuesday and Wednesday from 8:00 
a.m. -4:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Long V. Le can be reached on (571) 272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http:/ / pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000, 




